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TITLE 77: PUBLIC HEALTH
CHAPTER I: DEPARTMENT OF PUBLIC HEALTH
SUBCHAPTER d: LABORATORIES AND BLOOD BANKS

PART 450
ILLINOIS CLINICAL LABORATORIES CODE

SUBPART A: GENERAL
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SUBPART E: EQUIPMENT

Facilities and Equipment

Preventive Maintenance of Equipment and Instruments
Glassware (Repealed)

Lancets, Needles and Syringes (Repealed)

Electrical Equipment (Repealed)

Photometric and Spectrophotometric Equipment (Repealed)
Analytic Balances and Weights (Repealed)

SUBPART F: OUT OF STATE LABORATORIES

Criteria for Licensure

SUBPART G: PROFICIENCY SURVEY PROGRAM AND
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Inspections
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Section

450.810
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Directed Blood Donations (Repealed)
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87  450.930 Prohibitions in Advertising and Announcements

88  450.940 Acceptance of Specimens and Reporting of Results

89  450.950 Referral of Specimens for Examination to Unlicensed Laboratories
90

91 SUBPART J: RECORDS AND REPORTS
92

93  Section

94  450.1010 Necessary Records

95

96 SUBPART K: QUALITY CONTROL
97

98  Section

99  450.1110 Responsibilities of Director
100  450.1120 Reference Materials
101  450.1130 Preventative Corrective Maintenance Program
102 450.1140 Procedure Manuals
103 450.1150 Quality Control System Methodologies
104  450.1155 Cytology
105
106 SUBPART L: HIV CONTAMINATED BLOOD AND HUMAN TISSUE
107
108  Section
109  450.1200 Handling and Disposal of HIVV Contaminated Blood and Human Tissue
110
111 SUBPART M: HEALTH SCREENING
112
113 Section
114 450.1300 Health Screening and Approved Health Screening Tests
115  450.1310 Protocol for Conducting Health Screening
116  450.1320 Application for a Class I11 Permit to Conduct Health Screening (Repealed)
117  450.1330 Reporting and Notification

118

119  450.APPENDIX A Application for Registration, Class | Permit, Class Il Permit, and
120 Licensed Laboratory (Repealed)

121 450.APPENDIX B Application for Class 111 Permit Laboratory (Repealed)

122 450.APPENDIX C Exempt, Permit, and License Requirements — An Overview

123 (Repealed)

124

125 AUTHORITY: Implementing and authorized by the Illinois Clinical Laboratory and Blood

126  Bank Act [210 ILCS 25].

127

128 SOURCE: Amended November 16, 1970; amended at 2 Ill. Reg., p. 87, effective November 5,
129  1978; amended at 4 Ill. Reg. 33, p. 224, 225 and 228, effective August 6, 1980; amended at 6 IlI.
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Reg. 4151, effective April 5, 1982; amended at 7 Ill. Reg. 7643, effective June 14, 1983; codified
at 8 1ll. Reg. 19488; amended at 9 Ill. Reg. 20709, effective January 3, 1986; emergency
amendment at 10 Ill. Reg. 307, effective January 3, 1986, for a maximum of 150 days; amended
at 10 Ill. Reg. 10712, effective June 3, 1986; amended at 12 Ill. Reg. 10018, effective May 27,
1988; emergency amendment at 12 Ill. Reg. 19518, effective October 28, 1988, for a maximum
of 150 days; amended at 13 Ill. Reg. 4285, effective March 21, 1989; amended at 13 Ill. Reg.
11573, effective July 1, 1989 and September 1, 1989; emergency amendment at 13 Ill. Reg.
13678, effective August 14, 1989, for a maximum of 150 days; emergency rule expired January
11, 1990; amended at 14 Ill. Reg. 2360, effective January 26, 1990; amended at 15 Ill. Reg.
15727, effective October 18, 1991; amended at 44 Ill. Reg. , effective

SUBPART A: GENERAL

Section 450.5 Scope and Applicability

a) This Part provides requlatory oversightFhe-major-thrust-ef-thisregulatory-scheme
is-to-reguire-seme-form-ofregulation of all entities, licensed (certified) pursuant to

42 CFR 493, that perform analysis of human specimens for health assessment or

to diagnose, prevent or treat disease.under-the-folowingfive-stage-classification
scheme:

£ £ &£ B ¥

b) All certified CLIA laboratories will be regulated-as-ene-of-thesefive-levelsof
classification as set forth in 42 CFR 493 and described in the State Operations
Manual (Appendix C — Survey Procedures and Interpretive Guidelines for
Laboratories and Laboratory Services), issued by the Department of Health and

Human Servicesdepending-upon-the-tests-they conduct-the seurce-of the
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216
217
218
219
220
221
222
223
224 bythe-laboralopyeirecior

225

996 i) he mini level of profici : :

227 proficiency testing-for-al-tests conducted-by-the laboratory
228 when-available from-an-approved-proficiency testing

229 service:
230

931 ) he mini level of auali I : h test]
232 foralHtestsconducted-by-thelaboratory-

233

234 c) icians-podiatrists; ists;

935 ities. : : " -
236 Laboratory status. Health screening activities under Section 1-103
237 and-2-120-of the-Act-may-be-conducted-by-class-Haberatoriesat
238 locations-atherthan-the-location-or-lecations-set-farth-in-the-permit

939 i lication- h heal . I
240 conducted-in-accordance-with-Sections-450-1300,-450-1310;

241 450.1320, and 450.1330 of this Part.
242

243 3) Class H Laboratory

244
245 A) in thi —a
246 atory-ata-sta ati ated-and-m
247
248
249
250
251
252
253
254 2 K

255 from-the Department—Generallythe-othermajorrequirementsare
256 as-foHows:

257

258 D e rin level for 4 lifica tho 1o
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c5)  Licensed (Certified) Laboratory

As set forth in this Part, a "licensedbicensed" laboratory is acan-be-any
laboratory certified by the Department under the standards set forth in
CLIA laws and reqgulations (CLIA Law) to accept and test clinical

- atastatedocationregardless-of-ownership-which-accepts
specimens from a person,-autherized-by-law in accordance with Article
- tosubmitsuch-spectmens-when-testing-ts-Hmited-to-that
which is within the qualifications of the Director as set forth in this Part,

The licensed“Lieensed™ laboratory shall maintain certification status in

good standing as required by CLIA Law.must-obtain-aticense-annually

oo Ditmerlean sl Capnere b e Glbee seodep e e inle S ng
follows:

D e rin level for 4 lifica i Lo




JCAR770450-2003073r02

345 directorneludesaphysichnleonsed-to-practicemed sne
346 in all its branches who is Board certified or eligible or who
347 bossesses-acceable-chalieations-as-seorth-n-thisPask
348 or a person with at least a master's degree with a major in
349 chemical-orbiclogical seiences.

350

351 i) I - level for i lificati m

352 Doonna oo ncopncnl ccncns Canlie s A0 Al o
353 this Part specifies that a general supervisor may he any
354 = . i ifications. 4

355 pl|§|5|e||an_w|1tll aelehuena_l lqualllleatllensl 2 |ne_e||eal lical
356 laboratory science or other similarly quahified individuals.
357

358 ) the minimum level of proficiency testing requires

359 proficiency-testing forall-tests-conducted-by the-laboratary.
360

361 ) the-minimum-evelof guality controbreguiressuch-testing
362 L e

363

364 d€)  PhysiciansFhe-Department-expects-physicians, corporations, individuals, local
365 health authorities, and others that intend to conduct clinical tests on human

366 specimens for health assessments or to diagnose, prevent or treat disease shall
367 obtain certification status by the Department in accordance with CLIA Lawte
368 seek"Licensed"Laberatory-status. Health screening activities under Section-1-
369 103-and 2-120 of the Act may be conducted by a certifiedheensed laboratory at its
370 certificate address locations;-etherthan-the-location-orlocationsset-forth-in-the
371 permit-or-licensure-apphication; however,-sueh health screeningsereenings events
372 shallmust be conducted in accordance with Sections 450.1300, 450.1310,

373 4501320, and 450.1330.

374

375 (Source: Amended at 44 1ll. Reg. , effective )

376

377  Section 450.10 Definitions

378

379

380

381

382

383

384

385

386

387 [ ice. nc.. ,
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"Act" or "Clinical Laboratory Act" — means-the Illinois Clinical Laboratory and
- HineksClinieaHaboratenLet - Rev-Sal 1987 ch—1HHL.

D A_g5_1(0 effactive June 30 1088: P A
Q

"Approved Clinical Laboratory” — a laboratory certified under the Clinical
Laboratory Improvement Amendments (CLIA) of 1988means-a-clinical
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"CLIA Law" — the Clinical Laboratory Improvement Amendments of 1988
(amendments to the Public Health Service Act (42 USC 263a)) and the related
federal regulations. Establishes guality standards for laboratory testing performed
on specimens from humans, such as blood, body fluid, and tissue, for the purpose
of diagnosis, prevention, or treatment of disease, or of assessment of health.

"Clinical Laboratory" or "Laboratory™ — means-a facility which performs
laboratory tests or issues reports resulting from-sueh tests. For the purposes of
this Part, "Clinical Laboratory" or "Laboratory" does not include forensic
laboratories. (Section 2-103 of the Act)

"Controlled Substance™ — means-a drug, substance, or immediate precursor as
defined in the Illinois Controlled Substances Act.Hireis-Gontrolled-Substanee

"Demonstration of Proficiencypreficieney” — means-the-when a laboratory meets
the standards for acceptable proficiency testing as stated in Section 450.720(a){5
by means of on site analysis of specimens sent to the laboratory by agencies
approved by the Department for that purpose.

"Department” — means-the Department of Public Health of the State of Illinois.

(Section 2-105 of the Act)the-Hinois-Department-ofPublic Health-
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"Director" — the Director of the Department of Public Health.

"Director of Clinical Laboratory" or "Laboratory Director" — an individual who
administers the technical and scientific operation of a clinical laboratory,
including the reporting of the findings of clinical laboratory tests. (Section 2-104

of the Act)

"EDA" — Food and Drug Administration within the United States Department of
Health and Human Services (HHS).

"Full-time Experienceexperienee” — means-experience in the field being referred
to consisting of at least 35 hours per week conducting activities required by the
specific position or field such as conducting the tests referred to in Section 2-103
of the Act.

"Health Screening" — tests or categories of tests set forth in the Act and this Part
that are performed for the purpose of assessing a phase of the general state of
health of human subjects (Section 2-120 of the Act).

"HHS" — the United States Department of Health and Human Services.

"Licensed Clinical Laboratory" — laboratory licensed (certified) by the Centers for
Medicare & Medicaid Services (CMMS) in accordance with CLIA.
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"Physician™ — means-unless otherwise indicated in thethis Act and this Part, a
person licensed by the Department of Professional Regulation, pursuant to the
requirements of the Medical Practice Act of 1987; (i.e., a physician licensed to
practice medicine in all its branches and a chiropractic physician) or a person
licensed as a physician under the laws of another state or territory of the United
States. (Section 2-116 of the Act).

"Prepackaged Reagent AnalyzerAnabyser” — means-an automated instrument in
which a specimen or a diluted specimen is reacted with reagents contained within
individual packet(s) containing all of the measured reagents required for the
analysis for a given analyte.
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"Single Practicepraetice” — means-a medical, dental or podiatric practice, or a
partnership, professional service corporation, or medical corporation of one or
more licensed practitioners who share facilities, personnel, income and expenses
for a clinical laboratory that is used solely as an adjunct to the care of patients of
the members of the single practice.

"Test" — means-laboratory examinations and issuance of reports resulting from
the biological, microbiological, serological, chemical, immunohematological,
radioimmunological, hematological, biophysical, cytological, pathological,
toxicological or other examination of materials derived from the human body for
the purposes of providing information for the diagnosis, prevention or treatment
of any disease or impairment of, or the assessment of, the health of humans
including determining drug use by humans. (Section 2-117 of the Act).

"Toxicology Laboratory” — means-a licensed laboratory thatwhich performs tests
to detect drug abuse in the workplace, among job applicants, or for other similar
purposes.

"Waived Test" — a test system, assay or examination that HHS has determined
meets the CLIA statutory criteria as specified for waiver under Section 353(d)(3)
of the Public Health Service Act that has been determined to be so simple as to
pose no risk of harm if performed incorrectly.

(Source: Amended at 44 Ill. Reg. , effective )

Section 450.20 Permitand-License (Certification) Application
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All applications shall be submitted on forms provided by the Department, shall be
notarized, and shall include all information requested on the form.

If-during-the-calendaryear-in-which the licensed (certified) providerticense;
permit-orrenewal-thereto has-been-issued-there-is a change of owner, location, or

name of the laboratory, the Department shall be notified of the change in writing
within 30 days following the change by one of the following methods:prierte

such change.

1) U.S. Mail to: Illinois Department of Public Health, Office of Health Care
Requlation, Division of Health Care Facilities and Programs, 525 West
Jefferson Street, Fourth Floor, Springfield, Illinois 62761; or

2) Facsimile to: 217-782-0382, attention: Division of Health Care Facilities

and Programs.

The description of the program shall be provided in sufficient detail to permit the
Department to determine the fields of science represented by the services of the
laboratory and the tests which may fall within the scope of its program and
services.

(Source: Amended at 44 1ll. Reg. , effective )

Section 450.30 Laboratories Covered



646
647
648
649
650
651
652
653
654
655
656
657
658
659
660
661
662
663
664
665
666
667
668
669
670
671
672
673
674
675
676
677
678
679
680
681
682
683
684
685
686
687
688

JCAR770450-2003073r02

The following are required to be licensed (certified) pursuant to CLIA Law:

a)

All clinical laboratories and blood banks located within the State of lllinois. This
includes facilities that issue reports resulting from laboratory examinations, but do
not perform laboratory examinations at that facility. (See Section 2-103 of the

Act.)

Laboratories located in hospitals licensed under the Hospital Licensing Act that
are not operated by the governing authority of the hospital, including laboratories
operating under a lease arrangement with another person or entity.

Laboratories outside of lllinois receiving specimens referred from laboratories
located in Illinois shall be certified under CLIA Law, or certified by, and in good

standing with, their state laboratory program.
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732 5
733 j inalysi

734 by-hrrans—secdop103 o —the-fel

735

736 (Source: Amended at 44 1ll. Reg. , effective )

737

738  Section 450.35 Testing Limitations for Exempt, Permit and Licensed Laboratories
739  (Repealed)

740
741
742
743
744
745
746
747
748
749
750
751
752
753
754
755
756
757
758
759
760
761
762 hydrosulfite;
763
764
765
766
767
768
769
770
771
772

773 hodwhicl he simol efinition:
774

F = £ 8



775
776
77
778
779
780
781
782
783
784
785
786
787
788
789
790
791
792
793
794
795
796
797
798
799
800
801
802
803
804
805
806
807
808
809
810
811
812
813
814
815
816
817

JCAR770450-2003073r02




818
819
820
821
822
823
824
825
826
827
828
829
830
831
832
833
834
835
836
837
838
839
840
841
842
843
844
845
846
847
848
849
850
851
852
853
854
855
856
857
858
859
860

JCAR770450-2003073r02




861
862
863
864
865
866
867
868
869
870
871
872
873
874
875
876
877
878
879
880
881
882
883
884
885
886
887
888
889
890
891
892
893
894
895
896
897
898
899
900
901
902
903

JCAR770450-2003073r02

2 All tests that can be performed by the Class | laboratory as detailed in
sebsecton{b-
2 Aiprcomploctosis
(Source: Repealed at 44 1ll. Reg. , effective )

Section 450.50 Incorporated and Referenced Materials

The following materials are incorporated or referenced in this Part:

a)

b)

The following State of Illinois Statutes are referenced in this Part:

1)

23)

34)

48)

56)

67)

78)

Illinois Clinical Laboratory and Blood Bank Act [210 ILCS 25]Htneis

Illinois Dental Practice Act [225 ILCS 25]{H-Rew-Stat—1987-€h—11L;

Hospital Licensing Act [210 ILCS 85]{H-Rev-Stat1987-ch—111%%,pars.

Medical Practice Act of 1987 [225 ILCS 60]{H-Rev-Stat—1987ch111;

Podiatric Medical Practice Act of 1987 [225 ILCS 100]{H-Rev-Stat:

Code of Civil Procedure, Article 11l (Administrative Review Law) [735

LS /A T Administrative Review Law (HI. Rev. Stat. 1987, ¢h. 110,

Illinois Controlled Substances Act [720 ILCS 570](H-Rev-Stat—1987,¢h-

The following State of Illinois Regulations are referenced in this Part:
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3)
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Sewer Discharge Criteria (35 Ill. Adm. Code 307)
(Section 450.330(d)(5))

Standards for Owners and Operators of Hazardous Waste Treatment,

Storage, and Disposal Facilities (35 Ill. Adm. Code 724)
Lpcop b conin i

Solid Waste Disposal: General Provisions (35 Ill. Adm. Code 809)
Sect ECTYAVZIVAV

The following federal guidelinesFederal-Guidelines, statutesStatutes, federal

regulationsFederal-Regulations, and other materials are incorporated by reference:

1)

Federal Requlations and Statutes:

A¥)

B2)

42 CFR 493, Laboratory Requirements (CLIA requlations)
(October 1, 2018)42-CFR-405-SubpartM-(1988)

(Section-450.10)
21 CFR 600-680, Biologics (April 1, 2018(1988)
(Section-450.1150(g)}(1))

Health Insurance Portability and Accountability Act of 1996
(HIPAA), Public Law 104-191, Title Il — Preventing Health Care
Fraud and Abuse; Administrative Simplification; Medical Liability
Reform, Section 264 — Recommendations with Respect to Privacy
of Certain Health Information (August 21, 1996), Assistant
Secretary for Planning and Evaluation, Room 415F, U.S.
Department of Health and Human Services, 200 Independence
Avenue, SW, Washington DC 20201

Also available online at: https://aspe.hhs.gov/report/health-
insurance-portability-and-accountability-act-1996

42 USC 263a, Certification of Laboratories (January 12, 2018)

Federal Guidelines and Other Materials:

Ad4)

GP17-A3 Clinical Laboratory Safety; Approved Guideline — Third
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Edition, Clinical and Laboratory Standards Institute (CLSI) (June

- National Committee for Chinical Laboratory Standards
NCGCLS), 950 West Valley Road, Suite 2500, Wayne PA 10987
Also available online at: _https://clsi.org/media/1381/

qp17a3 sample pdflpmteenen@f—kaberatepy—weﬂeeps#em

5) A ChEaAbe e At b HBEe

B) Public Health Service Act, Subpart 2, Section 353 — Clinical
Laboratories, Certification of Laboratories (1997), Public Health
Law, CDC, 1600 Clifton Road, Atlanta GA 30329-4027 {Section
450-10)
Also available online at: https://wwwn.cdc.gov/cliac/pdf/
Addenda/cliac0910/Addendum%20C_Yost.pdf

C6) Reference Volume for Human Cytogeneticists, Molecular
Geneticists, Technicians, and Students for the Interpretation and
Communication of Human Cytogenetic and Molecular
Cytogenomic Nomenclature: ISCN 2016 — An International
System for Humanef Cytogenetic Nomenclature (2016), S. Karger
AG, Medical and Scientific Publishers, P.O. Box CHCh-4009

Basel, {Switzerland)-1985{See-Section-450-1150(HEBHSHY)

d) All incorporations by reference of federal regulations and the standards of
nationally recognized organizations refer to the regulation and standards on the
date specified and do not include any additions or deletions subsequent to the date
specified.

(Source: Amended at 44 1ll. Reg. , effective )

SUBPART B: DIRECTORS OF CLINICAL LABORATORIES
Section 450.210 Qualifications of the Director of a Clinical Laboratory

A director candidate shall meet one or more options of the qualification requirements in 42 CFR
493, Subpart M.

&)
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(Source: Amended at 44 1ll. Reg. , effective )

Section 450.220 Operational Participation of the Director

a)

da)

The laboratory director is responsible for the operation and administration of the
laboratory, including the employment of personnel who are gualified and
competent to perform test procedures, maintain records, and report test results
promptly, accurately and proficiently to assure compliance with applicable CLIA
Law.

The laboratory director, if qualified, may perform the duties of the technical
supervisor, technical or clinical consultant, general supervisor, and testing
personnel, or delegate these responsibilities to personnel meeting the

gualifications.

The laboratory director shall be accessible to the laboratory to provide onsite,
telephone or electronic consultation.

The laboratory director shallmust follow the weekly schedule established in
accordance with Section 450.1110(d), except for absences due to emergencies,
illness, or professional meetings. In case of an absence for vacation or other
purposes thatwhich does not exceed 30 days, the owner shall ensure director
coverage by designating an acting director who is qualified to direct that
laboratory.

If the laboratory director is absent fortr-case-of-an-absence-whichis more than 30
days, the owner shall designate an acting laboratory director-te-direct-the

laboratory-in-the Director's-absenee who meets the qualifications in 42 CFR 493,
 setforth-in-Section-6-101 of the-Actwhich-are-appropriate for the
permit-or-ticense-held-by-the-laboratory. If the absence of the laboratory director

will be permanent, the owner shall immediately submit a request for a laboratory

dlrector chanqe to the Department Ih&ewner—shal-l—sub#mﬁe%h&Depaﬁmem
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(Source: Amended at 44 1ll. Reg. , effective )

Section 450.230 Number of Laboratories Permitted to Operate

a) The director of a clinical laboratory shall not direct more than five moderate or
high complexitythree clinical laboratories, as defined in 42 CFR 493erbloed
banks. This limitation does not preclude a laboratory director from serving
additional laboratories as a technical supervisor, technical or clinical consultant,

general supervisor, or testing personneleensuttant-general-superviser-oracting
ool

b) The director of a clinical laboratory shallmust actively participate in the activities
and programs of the cI|n|caI Iaboratory—the#efem—aﬁe%&%&ef—bnef—dwaﬁen

(Source: Amended at 44 1ll. Reg. , effective )

SUBPART D: QUALIFICATIONS OF PERSONNEL
Section 450.410 General Supervisor
In a licensed (certified) laboratory, the general supervisor shall be accessible to the laboratory to

provide on-site, telephone, or electronic consultation, and shall meet qualification requirements
in 42 CFR 493, Subpart M.

&)
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(Source: Amended at 44 1ll. Reg. , effective )

Section 450.420 Testing PersonnelMedical-Fechnologist

A testing personnel candidate shall meet one or more options of the qualification requirements in
42 CFR 493, Subpart M.
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(Source: Amended at 44 1ll. Reg.

Section 450.430 Cytotechnologist (Repealed)

(Source: Repealed at 44 1ll. Reg.

Section 450.440 Technician_(Repealed)

, effective

, effective
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(Source: Repealed at 44 1ll. Reg. , effective )

Section 450.450 Laboratory Assistant (Repealed)

(Source: Repealed at 44 1ll. Reg. , effective )

Section 450.460 Technical Supervisor

In a licensed (certified) laboratory, the technical supervisor shall be accessible to the laboratory
to provide on-site, telephone or electronic consultation, and shall meet one or more specific
option qualification requirements under each specialty or subspecialty of service in 42 CFR 493,

Subpart M.

(Source: Added at 44 11l. Reg. , effective )

Section 450.470 Clinical Consultant
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1463 A clinical consultant candidate shall meet one or more of the options in 42 CFR 493, Subpart M.
1464

1465 (Source: Added at 44 11l. Reg. , effective )
1466

1467 SUBPART F: OUT OF STATE LABORATORIES
1468

1469  Section 450.610 Criteria for Licensure

1470

1471  Clinical laboratories located outside of Illinois shall be certified, under CLIA Law, or that state's
1472  laboratory program, before accepting specimens referred by clinical laboratories located in

1473 lllinois.

1474

1475 2 Ninoic i : ol i€ clinicallal o | L outsicle of thi

1476 . ‘ by clinical lal o | Lin linois.
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: ' b shis Aot

(Source: Amended at 44 1ll. Reg. , effective )

SUBPART G: PROFICIENCY SURVEY PROGRAM AND
INSPECTION OF FACILITIES

Section 450.710 Inspections

a) All clinical laboratories required to be certified under CLIA Lawhave-a-teense-of
permit shall be open to inspection by representatives of the Department at all
reasonable times. %&pF&FH—FSGS—&Hd—Gp@F&HGFFGf—&LLGHFHGM&bGF&%GHQS—Sh&Wb@

b) The Department may submit forms, such as check lists, to be completed by the
dlrector of the Iaboratory in advance of mspectlon —'Fhese—f—erms—may—melaée

(Source: Amended at 44 1ll. Reg. , effective )

Section 450.720 Proficiency Survey Program

Each laboratory shall enroll in a proficiency testing (PT) program that meets the criteria of 42

CFR 493, Subparts H, I, K and R. The laboratory shall enroll in an approved program or

programs for each of the non-waived specialties and subspecialties for which it seeks

certification, and shall test the samples in the same manner as patients' specimens.

&)
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(Source: Amended at 44 1ll. Reg. , effective )

SUBPART H: SPECIAL REQUIREMENTS PERTAINING
TO BLOOD BANKS(Repealed)

Section 450.810 General-(Repealed)
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Blood banks operating in Illinois shall be licensed by the FDA under 21 CFR 600, 601, 606, 607,

610, 630 and 640.

(Source: Former Section repealed at 13 Ill. Reg. 11573, effective September 1, 1989;
new Section added at 44 Ill. Reg. , effective )

SUBPART J: RECORDS AND REPORTS

Section 450.1010 Necessary Records

a)

Complete records in regard to each specimen examined shall be kept on file in the
laboratory for not less than five years. TheSueh records shall contain:

1)

2)

3)

4)

5)

6)

7)

8)

9)

Laboratory number or other identification of the specimen.

The name of the person from whom the specimen was taken, except in
cases of anonymous HIV testing or of anonymous or coded premarital
syphilis testing. The names and addresses of persons who have chosen to
have HIV testing done anonymously may not be recorded in the files,
except that any existing records referring to testing done before anonymity
was chosen may be retained without linkage to the anonymous testing.

The name of the licensed physician or other authorized person, clinical
laboratory, or blood bank submitting the specimen.

The date the specimen was collected and the date the specimen was
received in the laboratory.

When a specimen is forwarded to another clinical laboratory for tests, the
name, the date when the specimen was forwarded to thesueh laboratory,
the date it was tested, and the date the report of the findings of the test was
received from thesueh laboratory.

In case the specimen is an unsatisfactory specimen, the condition of the
specimen when received.

The types and numbers of tests performed annually.

The results of the test conducted by the laboratory, the method used, the
signature of the examiner.

Clinical laboratory test results may be reported or transmitted to:Results
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A) The licensed physician, the patient if requested, or other

authorized person who requested the test, their designee, or both;

B) Any health care provider who is providing treatment to the patient;

or

(03] An electronic health information exchange for the purposes of
transmitting, using, or disclosing clinical laboratory test results in
any manner required or permitted by HIPAA.

10) No interpretation, diagnosis, prognosis, or suggested treatment shall
appear on the laboratory report form, except that a report made by a
physician licensed to practice medicine in Illinois, a dentist licensed in
[llinois, or an optometrist licensed in Illinois may include that
information.

11) Nothing in this Part prohibits the sharing of information as authorized in
Section 2.1 of the Department of Public Health Act. (Section 7-102 of the

Act)

b) Reports to be submitted to the Department.
A laboratory shall submit reports containing-such information and data
concerning its technical operations, as may be requested by the Department.

TheseFhe-Department-may-reguire-that-suech reports shall be notarized and signed
by the owner and director of the laboratory;-i-these-are-different.

(Source: Amended at 44 1ll. Reg. , effective )

SUBPART K: QUALITY CONTROL
Section 450.1150 Quality Control System Methodologies
a) Hematology
1) Manual Procedures
A) Each procedure shall be checked or recalibrated each day of use

with standards (calibrators) or reference materials covering the
range of expected values. See Section 450.520 for checking
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2)
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D)

E)

F)

JCAR770450-2003073r02
dilutors and samplers.

Hemoglobin — methodology shall be calibrated monthly with
standards that cover at least three concentrations and a zero point.

Hematocrit — Optimum packing time of microhematocrit
centrifuges shall be determined before being placed into use and
after major adjustments or repairs. The speed of the
microhematocrit centrifuge shall be checked monthly. Tolerance
limits shall be established. Timer checks shall be performed
monthly. Tolerance limits shall be established.

Red and White cell counts — The hemocytometer counting
chamber and coverslip shall be maintained in a condition that does
not interfere with cell recognition or the volume of the chamber.
Coverslips certified by the Bureau of Biological Standards shall be
used. Counts shall be performed with certified pipettes or pipettors
whose accuracy has been determined by the manufacturer.

Platelet counts — Manual platelet counts shall be performed by
counting both sides of the chamber. Tolerance limits shall be
established. A procedure to compare platelet results with the
differential blood film shall be established.

Differential Leukocyte count — Blood smears shall be prepared and
stained by a method which produces smears in which morphologic
cell features can be evaluated. Cellular morphology shall be
examined and platelets estimated routinely with the differential
count.

Automated Procedures

A)

Particle Counting and Hemoglobin

)] Calibration techniques shall follow the manufacturer's
specifications.

i) The director shall establish criteria for high and low counts
and determine the policy for verification. Tolerance limits
shall be established for duplicate testing.

iii) Background counts shall be performed daily on diluent and
lysing agents.
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JCAR770450-2003073r02

iv) Reference materials shall be used each, or after each run to
assess precision.

V) Each procedure shall be checked or recalibrated each 8
hours, if the instrument is used during the 8 hour period,
with standards (calibrators) or reference materials covering
the range of expected values.

Differential counts

i) The manufacturer's specifications shall be followed with
respect to operation, calibration, and the use of reference
materials.

i) The director shall establish a policy for the review of all
abnormal differentials that indicate an abnormal cellular,
morphology or abnormal platelet enumeration.

Coagulation studies

Two levels of reference materials for prothrombin and or partial
thromboplastin times shall be used during each 8 hours when the
instrument is used, Action limits shall be established.

If available commercially, two levels of reference materials shall
be included in each run for all other coagulation procedures.
Patient specimens shall be performed in duplicate and tolerance
limits established.

See Section 450.1120 for general quality control requirements. See Section
450.520 for checking dilutors and samplers.

1)

Manual-Automated procedures which use a Spectrophotometer or
Photometer

A)

B)

Calibration of the optical component of each instrument shall be
done in accordance with the instrument manufacturer's
instructions.

Each procedure shall be recalibrated at least every three months or
more frequently in accordance with the following:
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Procedures which are linear shall include at least 3 standard
concentrations (calibrator) (unless the instrument
manufacturer specifies that 3 calibrators are not necessary
to determine procedure in linearity and calibration over the
reportable range) including one at the highest level of the
reportable range and one near the threshold (cutoff).

Procedures which are non-linear over the reportable range

shall include (unless the instrument manufacturer specifies
that procedure calibration over the reportable range can be
accomplished in another manner) a minimum of 5 standard
concentrations (calibrator).

The procedure is recalibrated when major instrument
maintenance has been performed.

The procedure is recalibrated in accordance with the
manufacturer's recommendations and when a reagent lot
number is changed.

The procedure is recalibrated when the quality control
program reflects an unusual trend or the controls fall
outside acceptable limits.

At a minimum, one reference material and one calibrator or two
reference materials with different concentrations shall be used for
each analyte in each run of unknown specimens, except, when
prepackaged reagent analyzers are used, one reference material and
one calibrator or two reference materials with different
concentrations shall be used once in each 24 hour period in which
the analyzer is used for that analyte.

Atomic Absorption Flame Photometers

A)

B)

C)

The atomization rate shall be checked each day of use.

Each run of unknown specimens shall include two levels of
reference materials.

Calibration and operation techniques shall follow the
manufacturer's specifications.
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1893 D) Each procedure shall be recalibrated each day of use.

1894

1895 3) Chromatography

1896

1897 A) A standard (calibrator) shall be included with each batch of
1898 unknown specimens.

1899

1900 B) Calibration and operation techniques shall follow the

1901 manufacturer's specifications.

1902

1903 C) Reference materials (spiked samples) shall be included in each
1904 batch of unknown specimens and are treated the same as

1905 unknowns.

1906

1907 4) Electrophoresis

1908

1909 A) The linearity of a densitometer shall be checked each day of use.
1910

1911 B) Reference materials for comparison of migration patterns and stain
1912 intensity shall be included with each run.

1913

1914 5) lon Selective Electrode

1915

1916 A) The manufacturer's recommendations shall be followed with
1917 respect to calibration and control procedures.

1918

1919 B) Reference materials shall be included with each run.

1920

1921 6) Radioimmunoassay

1922

1923 A) The stability of radioisotope counting equipment shall be checked
1924 each day of use with an appropriate radioactive reference source.
1925 Tolerance limits shall be established.

1926

1927 B) Background counts shall be performed each day of use and
1928 tolerance limits established.

1929

1930 C) Each procedure shall include calibrators (standards) as

1931 recommended by the reagent manufacturer.

1932

1933 D) Reference materials shall be included with each run.

1934

1935 E) The duration of the counting times shall follow the



1936
1937
1938
1939
1940
1941
1942
1943
1944
1945
1946
1947
1948
1949
1950
1951
1952
1953
1954
1955
1956
1957
1958
1959
1960
1961
1962
1963
1964
1965
1966
1967
1968
1969
1970
1971
1972
1973
1974
1975
1976
1977
1978

d)

JCAR770450-2003073r02

recommendations of the instrument manufacturer.

7) Mass Spectrometry

A) Mass spectrometers shall be tuned daily.
B) Procedures for checking air leaks and determining ion ratios shall
be available and followed.
C) lon ratios shall be determined for each instrument and each assay if
appropriate for the instrument.
D) If ion ranges are used, criteria shall be available for designating a
positive.
Urinalysis
1) Specific gravity equipment shall be calibrated with distilled water and one

other solution of known refractive index each day of use.

2) Screening or qualitative chemical urinalysis shall be checked daily by use
of suitable reference materials.

3) Calibration and the use of reference materials for equipment which utilizes
automatic readers shall follow the recommendations of the manufacturer.

Bacteriology-mycology

1) Each unit of media shall be properly labeled to indicate identity, date of
preparation-receipt and expiration date.

2) Each batch of media shall be tested before use, or concurrently with
selected organisms, for selectivity, sterility, enrichment, and biochemical

response —A—l&beratemmag%emmem&&”y—prepare&mmpebmleg%&l
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labe#atewmuspeenmﬁe%epe#e%mﬁedmeheeks as currently requwed
under 42 CFR 493. 1256(e)(4)42—€#R—495—13%7—(b}él—)€1—988)4h4s

Appropriate ATCC strains shall be available and maintained.

All reagents, strips, discs, and antisera shall be properly labeled as to lot
number and expiration date and checked each day of testing with
organisms that produce positive and negative reactions.

An adequate incubation system shall be used and shallmust be appropriate
for the kinds of organisms isolated and volume of work. CO2 incubators
shall be checked daily to insure that CO> concentration is maintained
within established tolerance limits.

Flow charts may be used to indicate all steps to be employed to isolate and
identify all organisms.

The daily log or worksheet shall reflect all tests and test results which lead
to the isolation and identification of all microorganisms.

Staining materials shall be checked each day of use against organisms
with the expected staining characteristics.

A wire loop used for quantitative tests shall be calibrated prior to placing
into use and quarterly thereafter.

Agar Disc Diffusion methods:

A) The agar disc diffusion test shall be checked with each new batch
of media and at least once each seven days with stock cultures of
Escherichia coli ATCC 25922, Staphylococcus aureus ATCC
25923, and Pseudomonas aeruginosa ATCC 27853. Zone sizes
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shall be recorded for each antimicrobial agent. Limits shall be
established.

B) Petri dishes used shall have a diameter not less than 150 mm and
contain no more than 12 discs.

C) Susceptibility tests shall be performed on pure cultures only.

D) A barium sulfate turbidity standard shall be used for the Kirby-
Bauer method.

Minimum Inhibitory Concentration (MIC) Methods:

A) The MIC test shallmust be checked with each new batch of media
and at least once each seven days with stock cultures of
Escherichia coli ATCC 25922, Staphylococcus aureus ATCC
29213, and Pseudomonas aeruginosa ATCC 27853. The MIC
values shallmust be recorded for each antimicrobial agent.
Tolerance limits shall be established.

B) When trimethoprim-sulfamethoxazole is included in the battery of
antibiotics, Streptococcus faecalis ATCC 29212 shall also be
included as a control.

Automated susceptibilitysuseeptabitity testing systems shall follow the
quality control requirements specified by the manufacturer or at a

minimum those specified under item 11 above.

Parasitology

1)

2)

3)

4)

A calibrated ocular micrometer shall be available for determining the size
of ova and parasites when size is a critical factor.

The laboratory shall have an atlas andanéd/er reference collection of
prepared slides, transparencies or gross specimens. The collection shall
include organisms which the laboratory encounters and reports from
patient specimens.

Permanent stains shall be used for the examination of intestinalintestionat
protozoa and other parasites where internal structure is critical for proper
identification.

Concentration methods shall be routinely employed on all stool specimens
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negative for ova and parasites by direct examination methods.
Concentration techniques shall be capable of detecting all cases of
clinically significant parasites likely to be encountered in the community.

Immunology-Serology-Immunochemistry
Kits purchased for serological testing shall be used in accordance with the
manufacturer's instructions.

1) VDRL/RPR

A) Non-reactive, minimally reactive, and reactive reference materials
shall be included with each run.

B) The needle delivery shall be verified within plus or minus two
drops per ml each time a new needle is used, when control patterns
cannot be reproduced, and when the antigen does not drop clearly
from the needle.

C) The revolutions per minute of the rotator shall be checked each
week of use and be within the recommended tolerance limits.

D) Each new lot of antigen and reference materials shall be checked
with non-reactive, weakly reactive and reactive reference materials
before being placed into use.

E) Ambient temperature in the test area shall be maintained between
23 degrees Centigrade and 29 degrees Centigrade.

F) The antigen for VDRL testing shall be prepared fresh each day of
use.

2) Qualitative tests
Positive and negative controls shall be included in each run. Each new lot
of reagents and reference materials shall be parallel checked with one of
known reactivity before being placed into use.

3) Quantitative tests
Each guantitative test shall include with each run a negative control, where
applicable, a positive control of known titer or controls of graded
reactivity. Each new lot of reagents and reference materials shall be
parallel checked with one of unknown reactivity before being placed into
use.
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Immunohematology

1)

2)

3)

4)

5)

6)

ABO grouping reagents and Rh typing sera shall conform to the
requirements of licensure under 21 CFR 600-680. Any facility which
produces their own products shall adhere to these same requirements.

All antisera, ABO reagent red cells, anti-human globulin (Coombs) shall
be tested each day of use with a positive control.

Antibody screening reagent red cells shall be tested each day of use with
at least one known antibody.

All antisera except ABO antisera shall be tested each day of use with a
negative control.

The reagent manufacturer's protocol for testing shall be followed.
An autologous cell control is required when samples are being tested for

Rh type. An autologous cell control is not required to accompany the Rh
type when testing donor samples.

Histopathology

1)

2)

3)

4)

5)

6)

7)

All special stains shall be controlled by use of positive tissues.

All tissue specimens shall be kept in a preservative until microscopic
examination and diagnosis have been completed by the pathologist.

All stains shall be filtered prior to each day of use.

All tissue processing solutions shall be changed or rotated on a regularly
scheduled basis.

The quality of stains shall be evaluated daily by the director and
suboptimal stains corrected immediately.

All gross tissue specimens received shallmust be properly labeled and
securely packaged so as to maintain absolute certainty of identification
throughout processing, recording and storage.

Slides shallmust be identified with permanent labels and stored so they are
readily accessible. Paraffin blocks shallmust be adequately identified,
indexed, stored in a cool place and protected against damage by heat for at
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least 2 years. Wet tissue specimens shall be retained until a diagnosis has
been made. The slide and a copy of the report shallmust be filed for at
least 10 years.

The laboratory shall request that the tissue request shall contain the name,
birthdate, name of the surgeon, clinical information and the date of

Special Equipment

Incubators shallmust be on special emergency lines.
Laminar Flow Hoods shallmust be used-(ClassH).

Karyotyping facilities shallmust be available with the production
of hard copies.

8)

surgery.
Cytogenetics
1)

A)

B)

C)
2)

Culture Initiation of Specimens

A)

B)

C)

At least two (2) containers for each patient

Maximum of 1% patient failure (i.e. failure to provide a report as
defined in Section 450.1150(j)(3)), for blood, amniotic fluid and
chorionic villus samples in a period not to exceed 30 calendar
days. If in excess of 1%, the laboratory director shallmust contact
the Department and stop performing the tests until the laboratory
can demonstrate a patient failure rate of less than one percent.

For other tissues higher patient failure rates are acceptable.

)] Skin and products of conceptions: maximum of 20%
failure in a period not to exceed 30 calendar days. If in
excess of 20%, the laboratory director shallmust contact the
Department and stop performing the tests until corrective
action is demonstrated.

i) Bone Marrow: maximum of 5-10% failure in a period not
to exceed 30 calendar days. If in excess of 5-10%, the
laboratory director shallmust contact the Department and
stop performing the tests until corrective action is
demonstrated.
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3) Analysis and Interpretation

A)

B)

C)

Counting Chromosomes

i)

At least 11-20 metaphases from the two containers
shallmust be counted for routine blood, amniotic fluid,
skin, products of conception, and chorionic villus
specimens.

For the Fragile-X chromosome, a minimum of 100
metaphases is required before reporting a negative result.
Control values for Fragile-X shall be maintained.

If a clinically significant hypermodal metaphase or a
structurally abnormal chromosome is detected, 20
additional cells (or 10 additional centers) in each of the two
cultures shallmust be analyzed.

If 2 clinically significant hypomodal metaphases are
detected, repeat steps in subsection (3)(A)(iii).

Karyotypes

i)

A 400 band resolution is minimum.

At least two-{2) banded karyotypes (hard copies) shallmust
be prepared for routine bloods, amniotic fluids, chorionic
villus specimens, skins, and products of conception.

For bone marrows, at least 25 metaphases shallmust be
photographed and analyzed. A minimum of 20 cells shall
be analyzed for the presence of the Philadelphia
chromosome and other markers for chronic myelogenous
leukemia.

Reporting and Interpretation

i)

i)

All reports shallmust adhere to the current International
System of Cytogenetic Nomenclature.

All abnormal findings should be accompanied by a
recommendation to consult a Geneticist.
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D) Documentation
In addition to other documentation required for any laboratory,
documentation of power failure, failure rate, contamination,
labeling discrepancy, poor or no growth, poor slide quality,
interpretive dilemmas, and diagnostic errors shall be maintained.

Archives

Retention of adequate slides, films, hard copies and reports in order to re-
analyze any cases challenged, shall be in accordance with the State statute
of limitations.

Toxicology — Controlled Substances (Drugs of Abuse)

Laboratories which perform tests for controlled substances shall meet all pertinent
requirements of the Act and regulations. In addition, the following items shall
apply to toxicology laboratories.

1)

2)

The laboratory shall demonstrate proficiency as required under Section
450.720, except, the laboratory shallmust discontinue providing
confirmatory testing if for two consecutive testing periods the laboratory
either fails to report results for confirmatory testing or for two consecutive
testing periods the laboratory fails to confirm the presence of any
substance in any proficiency testing specimen or on one occasion falsely
confirms and reports the presence of substancesa-substance{s} not in the
test specimen. Reinstatement to offer confirmatory testing shall require
errorless performance in two subsequent proficiency testing surveys.

The director shall provide-in-house confirmatory testing of specimens
whenever initial screening shows the presence of controlled substances.
The confirmatory testing shall use different principles of chemistry and be
at least as sensitive as the testing used for screening purposes. Drug
screening may be performed on-site with confirmatory testing at a licensed
laboratory or licensed toxicology IaboratorvGJass—l—l—PemM—a&au%heH%ed
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34)  Reports from the laboratory shall include limits of detection (LOD) for
methods utilized and identify the method used to confirm positive
screening results. Only specimens confirmed positive shall be reported
positive for a specific drug or metabolites.

45)  Each analytical run of specimens shall have at least three reference
specimens including: a specimen containing no drug_or metabolites; a
specimen with a known amount of standard at or near the threshold
(cutoff), and one additional reference specimen. Documentation that
currently used methodology does not allow carryover to contaminate the
testing of a subject’s specimen, shall be maintained. A minimum of 10
percent of all test samples analyzed per batch shall be a mixture of
reference specimens indicated in this subsection (])(4)abeve.

(Source: Amended at 44 1ll. Reg. , effective )

SUBPART M: HEALTH SCREENING

Section 450.1300 Health Screening and Approved Health Screening Tests

a)

b)

All health screenings shall be conducted under a protocol approved by a
physician licensed to practice medicine in all its branches that includes, but is not
limited to, provisions concerning disclosure of the purpose and limitations of the
screening tests to test subjects, proper collection of samples, and administration
of tests, including staffing, staff training and equipment monitoring, adequate
procedures for protecting the confidentiality of test subjects and test results, and

approprlate referrals for medlcal attention. —Heal%h%ereenmg—means—the

th&gene%al—sta%eef—keal%hef—h&man—se@eets (Section 2 120(a)2-}92—1 of the
Act):

Health screening protocols in this Part shall be exempt from the provisions of
Sectlons - 101 and 7-102 of the Act. (Sectlon 2- lZO(b) of the Act)Hea#h
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2345

2346 (Source: Amended at 44 11l. Reg. , effective )

2347

2348  Section 450.1310 Protocol for Conducting Health Screening

2349

2350 a) Any entity thatwhieh performs health screening shall establish a protocol for
2351 health screening activities thatwhich is approved by a physician licensed to
2352 practice medicine in all its branches. (Section 2-120(a) of the Act){Seetien-2-
2353 102 H{a)(bof the- Act)

2354

2355 b) The protocol for conducting the health screening shall:

2356

2357 1) Indicatetneticate the teststest(s) to be conducted,;

2358

2359 2) Indicateineicate the way in which results shall be reported to the test
2360 subject, including any available oral counseling and health professional
2361 referral program;

2362

2363 3) Indicateindicate how confidentiality will be maintained with provisions
2364 thatwhich allow testing personnel, test subject, and test subject's

2365 representative access to the test results;
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Includetnelude a written quality control program to ensureassure accurate
and precise test values as set by the physician signing the protocol and a
description of the steps to be taken if the control values fall outside
acceptable limits as set by the physician in the written quality control
program;

Includetnelude the step-by-step instructions for the following:

A) Specimenspeetmen collection, handling, transport, storage and
disposal,

B) Patientpatient preparation;

C) Typetype and volume of specimen needed and the established
rejection criteria;

D) Properproper specimen identification;

E) Properproper reagent use, such as labeling, proper lot number
usage, expiration dates, and storage requirements;; and

F) Instrumentinstrument operation and calibration in accordance with
the manufacturer's instructions;-

Includeinelude directions for the use of one reference material and one
calibrator or two reference materials with different concentrations once
each 24 hour period in which the analyzer is used,

Includetnelude a description of the training required of all staff conducting
specific health screening tests;

Includeinelude a copy of educational materials for each individual
screening test given to each test subject;

Bebe available to all health screening personnel at the test site;

Bebe sent to the Department at least 30 days prior to the initial testing date
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if more than one health screening event is conducted by that entity in a
calendar year. TheseSueh protocols shallwiH be effective for one year. An
existing protocol may be renewed by submitting to the Department a letter
from the physician who signed the protocol specifying that no changes
have been made in the protocol and that the protocol will be used for
health screenings over the next year. This letter shallmust be submitted
within 30 days prior to the expiration of the existing protocol,

Bebe signed, dated, and approved by a physician licensed to practice
medicine in all its branches no earlier than three months prior to
submission date;

Includetnelude a copy of the document to be given to each test subject
which discloses the purpose and limitations of each individual screening
test to be conducted;

Includetnelude copies of any forms used in the course of conducting
health screening activities;

Indicateineicate how documentation and quality control items are
traceable to each individual analyte and instruments used in the health
screening process and how records shall be maintained; and

Indicateineieate how records of test subject results and documentation of
quality control items shall be maintained for two years..-ané

(Source: Amended at 44 Ill. Reg. , effective )
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Section 450.1320 Application for a Class 111 Permit to Conduct Health Screening
(Repealed)
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b a-copy-of-thephysician-approved-protecok

(Source: Repealed at 44 1ll. Reg. , effective )

Section 450.1330 Reporting and Notification

a) All health screening entities shall file a protocol with the Department in
accordance with Subpart M-ef-thisPart.

b) All health screening entities shall notify the Department of all health screening
sites, including street address, city, zip code and any other identifying data that
are available, at least seven days prior to any health screening event.

C) All health screening entities shall notify the Department of all personnel

anticipated to conduct any health screening event-ineluding-name-professions;
tratning-background -streetaddress,city,zip-code at least seven days prior to any

health screening event.

(Source: Amended at 44 1ll. Reg. , effective )
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2515 Section 450.APPENDIX C Exempt, Permit, and License Requirements — An Overview

2516
2517

2518

(Repealed)

HEALTH
CLASSt ~ CLASSII  CLASSIH  SCREENING
EXEMPT  PERMIT  PERMIF  PERMIT = (PROTOCOL)  LICENSE

medicine, medicine, operated lah to accept
or-local-health orlocal-health  patients-of health-sereening any-persons
Single-practiee Single-practiee  dentistswhe—own  indirectly spaeimens{Ses
medicine medicine includes: orare employed  [See Section Section
M:D:s-D.O:s D.C.s{See local-health
D.C.s [See Section authority or
Section 450.5(b)(2)] designated agency
450.5(h)(1)] or-Class-H{See
Section
450-5()3)
D.C.,Ph.D., M.S., Grandfathered =~ Grandfathered exceptaprotocol  Grandfathered
or Grandfathered  who-meets who-meets For-profittesting  who-meets
who-meets regulations{See  regulations{See  ClassHipermit  regulations {See
lations | .
Section 450.210(b)(2)]  450.210(b)(3)] 450.210(h)(4)}
450.210(h) (1)}
None Laboratory Technician or Technician or None General
450.210(b)(3)] {See Section
450.210(b)(4)
None Annual Annual Annual None Annual
Initial $50 Ll don Lalezon Lelezon
Renewal-$25 Renewal $50 Renewal $100 Renewal $150

inspection  inspection  years years inspection

None Requiredfortests  Required fortests  Required fortests  None Required-for tests
criopdbEee enmpneffer elpadSon oo
SootonEOo0l Cocliop o000l Cocllop (B0 o0 SoodeEon o

tests [See Section  complextest[See  glucose [See as Director
450.35(d) and Section
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2519 (Source: Repealed at 44 1ll. Reg. , effective )




